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substance to the application holder by 
persons named in the application, and, 
for a new drug substance, the export of 
it by such persons under § 314.410 of this 
chapter; or 

(b) If no application is approved with 
respect to such new drug or new animal 
drug, the label statement ‘‘Caution: 
For manufacturing, processing, or re-
packing’’ is immediately supplemented 
by the words ‘‘in the preparation of a 
new drug or new animal drug limited 
by Federal law to investigational use’’, 
and the delivery is made for use only in 
the manufacture of such new drug or 
new animal drug limited to investiga-
tional use as provided in part 312 or 
§ 511.1 of this chapter; or 

(c) A new drug application or new 
animal drug application covering the 
use of the drug substance in the pro-
duction and marketing of a finished 
drug product has been submitted but 
not yet approved or disapproved, the 
bulk drug is not exported, and the fin-
ished drug product is not further dis-
tributed after it is manufactured until 
after the new drug application or new 
animal drug application is approved. 

[41 FR 6911, Feb. 13, 1976, as amended at 41 
FR 15844, Apr. 15, 1976; 50 FR 7492, Feb. 22, 
1985; 55 FR 11576, Mar. 29, 1990; 57 FR 54301, 
Nov. 18, 1992; 67 FR 4906, Feb. 1, 2002] 

§ 201.125 Drugs for use in teaching, 
law enforcement, research, and 
analysis. 

A drug subject to § 201.100 or § 201.105, 
shall be exempt from section 502(f)(1) of 
the act if shipped or sold to, or in the 
possession of, persons regularly and 
lawfully engaged in instruction in 
pharmacy, chemistry, or medicine not 
involving clinical use, or engaged in 
law enforcement, or in research not in-
volving clinical use, or in chemical 
analysis, or physical testing, and is to 
be used only for such instruction, law 
enforcement, research, analysis, or 
testing. 

[41 FR 6911, Feb. 13, 1976] 

§ 201.127 Drugs; expiration of exemp-
tions. 

(a) If a shipment or delivery, or any 
part thereof, of a drug which is exempt 
under the regulations in this section is 
made to a person in whose possession 
the article is not exempt, or is made 

for any purpose other than those speci-
fied, such exemption shall expire, with 
respect to such shipment or delivery or 
part thereof, at the beginning of that 
shipment or delivery. The causing of an 
exemption to expire shall be considered 
an act which results in such drug being 
misbranded unless it is disposed of 
under circumstances in which it ceases 
to be a drug or device. 

(b) The exemptions conferred by 
§§ 201.117, 201.119, 201.120, 201.122, and 
201.125 shall continue until the drugs 
are used for the purposes for which 
they are exempted, or until they are 
relabeled to comply with section 
502(f)(1) of the act. If, however, the 
drug is converted, compounded, or 
manufactured into a dosage form lim-
ited to prescription dispensing, no ex-
emption shall thereafter apply to the 
article unless the dosage form is la-
beled as required by section 503(b) and 
§§ 201.100 or 201.105. 

[41 FR 6911, Feb. 13, 1976] 

§ 201.128 Meaning of ‘‘intended uses’’. 
The words intended uses or words of 

similar import in §§ 201.5, 201.115, 
201.117, 201.119, 201.120, and 201.122 refer 
to the objective intent of the persons 
legally responsible for the labeling of 
drugs. The intent is determined by 
such persons’ expressions or may be 
shown by the circumstances sur-
rounding the distribution of the arti-
cle. This objective intent may, for ex-
ample, be shown by labeling claims, ad-
vertising matter, or oral or written 
statements by such persons or their 
representatives. It may be shown by 
the circumstances that the article is, 
with the knowledge of such persons or 
their representatives, offered and used 
for a purpose for which it is neither la-
beled nor advertised. The intended uses 
of an article may change after it has 
been introduced into interstate com-
merce by its manufacturer. If, for ex-
ample, a packer, distributor, or seller 
intends an article for different uses 
than those intended by the person from 
whom he received the drug, such pack-
er, distributor, or seller is required to 
supply adequate labeling in accordance 
with the new intended uses. But if a 
manufacturer knows, or has knowledge 
of facts that would give him notice, 
that a drug introduced into interstate 
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